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SECURITIES AND EXCHANGE COMMISSION
WASHINGTON, D.C. 20549
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CURRENT REPORT

Pursuant to Section 13 or 15(d) of the Securities Exchange Act of 1934

Date of report (Date of earliest event reported): November 5, 2026

Gyre Therapeutics, Inc.

(Exact name of registrant as specified in its charter)


Delaware

(State or other jurisdiction of incorporation)



000-51173

(Commission File Number)



56-2020050

(IRS Employer Identification No.)


12730 High Bluff Drive

Suite 250

San Diego, CA

(Address of principal executive offices)



92130

(Zip Code)


Registrant’s telephone number, including area code: (858) 284-0115

N/A

(Former name or former address, if changed since last report)

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the following provisions (see

General Instruction A.2. below):

· Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)

· Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)

· Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))

· Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c)) Securities registered pursuant to Section 12(b) of the Act:

	
	
	
	
	Name of each exchange on which

	Title of each class
	
	Trading Symbol(s)
	
	registered

	Common Stock
	
	GYRE
	
	The Nasdaq Capital Market



Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (§230.405 of this chapter) or Rule 12b-2 of the Securities Exchange Act of 1934 (§240.12b-2 of this chapter).

Emerging growth company ☐

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new or revised financial accounting standards provided pursuant to Section 13(a) of the Exchange Act. ☐
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Item 2.02.	Results of Operations and Financial Condition.

On November 5, 2026, Gyre Therapeutics, Inc. (the “Company”) issued a press release announcing its financial results for the three and nine months ended September 30, 2026 and other matters described therein. A copy of the press release is furnished as Exhibit 99.1 to this Current Report on Form 8-K.

As provided in General Instruction B.2 of Form 8-K, the information in this Item 2.02 and Exhibit 99.1 incorporated herein shall not be deemed to be “filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the liabilities of that section, nor shall such information or Exhibit 99.1 be deemed to be incorporated by reference in any filing under the Securities Act of 1933, as amended (the “Securities Act”), or the Exchange Act, except as shall be expressly set forth by specific reference in such a filing.
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Item 7.01.	Regulation FD

On November 5, 2026, the Company made available an updated corporate presentation on the Company’s website.

A copy of the corporate presentation is furnished as Exhibit 99.2 to this Current Report on Form 8-K and is incorporated by reference herein. The exhibit furnished under Item 7.01 of this Current Report on Form 8-K shall not be deemed to be “filed” for purposes of Section 18 of the Exchange Act, or otherwise subject to the liabilities of that section, nor shall it be deemed to be incorporated by reference in any filing under the Securities Act or the Exchange Act, regardless of any general incorporate language in such filing.
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Item 9.01.	Financial Statements and Exhibits.

(d) Exhibits. The following exhibits are being furnished herewith:

	Exhibit Number
	
	Exhibit Title or Description
	

	
	
	
	
	
	
	

	
	99.1
	
	Press Release, dated November 5, 2026
	

	
	
	
	
	
	
	

	
	99.2
	
	Corporate Presentation, dated November 2026
	

	
	
	
	
	
	
	

	
	104
	
	Cover Page Interactive Data File (embedded within the Inline XBRL document)
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SIGNATURE

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned hereunto duly authorized.

	
	GYRE THERAPEUTICS, INC.

	Date: November 5, 2026
	By:
	/s/ Ying Luo

	
	Name:
	Ying Luo

	
	Title:
	Chief Executive Officer and President
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Gyre Therapeutics Reports Third Quarter 2026 and Year-to-Date Financial Results with Business Updates

Q3 2026 revenue of $32.9 million; GAAP basic EPS: $(0.04)

Full year 2026 revenue guidance of $100.5 to $111.0 million affirmed

SAN DIEGO, November 5, 2026 -- Gyre Therapeutics, Inc. (Gyre, Gyre Therapeutics or the Company) (Nasdaq: GYRE), a U.S. biopharmaceutical company with research operations and commercial business in China to advance global development of protein degrader therapeutics, today announced financial results for the third quarter ended September 30, 2026, and provided a business update.

Dr. Ying Luo, President and Chief Executive Officer of Gyre Therapeutics, commented, “I am pleased with our execution in the third quarter, our first full quarter incorporating Cullgen's operations within Gyre Therapeutics. We are advancing our protein degrader pipeline toward first-in-human data and initiating new clinical programs next year. Meanwhile, after recently completing an onsite inspection by China’s National Medical Products Administration, or NMPA, we continue to prepare for the China NMPA decision on F351 for CHB-induced liver fibrosis, which we anticipate launching, if approved, sometime in the first half of 2027. Together, these programs are expected to drive our next phase of growth and demonstrate the strength of our unique business model, combining U.S. innovation with capital-efficient operations in China.”

Third Quarter Business Highlights and Upcoming Milestones

Pipeline Development Updates

F351 (hydronidone)

In May 2026, Gyre announced that the Center for Drug Evaluation (CDE) of the NMPA accepted its New Drug Application (NDA) for F351 (hydronidone) as a treatment for chronic hepatitis B (CHB)-induced liver fibrosis. The acceptance came after Gyre submitted the NDA through its majority-owned subsidiary Gyre Pharmaceuticals Co., Ltd. (Gyre Pharmaceuticals) following the priority review status for F351 granted by the NMPA in March 2026. During the third quarter, Gyre Pharmaceuticals completed an on-site inspection conducted by the NMPA of its manufacturing plants and clinical centers. Gyre believes a decision from the NMPA could occur by the end of 2026 or in the first quarter of 2027.
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CG001419 for cancer pain and solid tumors

Following the successful completion of a Phase 1 study in Australia of 78 healthy volunteers in December 2025, Gyre is now planning a Phase 2 study to further evaluate CG001419 in cancer-induced bone pain (CIBP) and other metastatic cancer pain syndromes in China to initiate in the first half of 2027.

CG001419 continues to separately be evaluated in a Phase 1 trial in China for the treatment of solid tumors.

CG009301 for AML

CG009301 is a GSPT1 degrader for acute myeloid leukemia (AML), a fast-growing cancer of the blood and bone marrow. This candidate continues to be studied in a Phase 1 dose-escalation trial being conducted in China in patients with high-risk hematologic malignancies. We anticipate Phase 1 dose-escalation data to be available in the second half of 2027.

Dual-degrader programs (next-generation targeted protein degraders)

Gyre expects to submit Investigational New Drug (IND) applications and initiate Phase 1 clinical trials, upon regulatory approval of IND applications, in the United States and/or China around mid-2027 for CG923308, a CDK2-Cyclin E dual degrader for solid tumor indications, and CG620953, a TYK2-JAK1 dual degrader for autoimmune diseases.

DACs, next-generation ADCs

Additional developments from our in-house R&D efforts include discovery/preclinical stage degrader antibody conjugate (DAC) candidates for solid tumors and hematological malignancies, which are considered the next generation of antibody drug conjugates (ADCs). These DACs consist of distinct protein degraders paired with tumor-specific antibodies. We continue to make progress as we screen to identify leads and look to provide more details on our first IND-ready DAC candidate(s) in 2027.

Pirfenidone for Pneumoconiosis

A Phase 3 trial of pirfenidone for the treatment of pneumoconiosis in China completed enrollment in 2025. A total of 272 patients were enrolled evaluating the efficacy and safety of 52 weeks of pirfenidone capsule treatment in patients with pneumoconiosis versus placebo. The potential for additional patient enrollment is currently being evaluated to replace patients that have dropped out of the study.
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Pirfenidone for Radiation-Induced Lung Injury (RILI)

In April 2026, Gyre Pharmaceuticals initiated its adaptive Phase 2/3 clinical trial in oncology-related pulmonary complications, with the first patient enrolled. The trial is evaluating pirfenidone for RILI, including cases complicated by immune-related pneumonitis, at leading oncology centers.

Commercial Products:

ETUARYTM (pirfenidone for IPF), Etorel™ and Contiva™

ETUARY (pirfenidone), the Company's primary product approved in China for idiopathic pulmonary fibrosis (IPF), generated $31.4 million in sales for the quarter ended September 30, 2026, compared to $27.7 million for the same period in 2025. Etorel (nintedanib ethanesulfonate soft capsules), which was launched in June 2025 and is indicated for systemic sclerosis-associated interstitial lung disease (SSc-ILD) and progressive pulmonary fibrosis (PPF) and IPF, generated $1.0 million in sales for the quarter ended September 30, 2026, compared to $1.5 million for the same period in 2025. Contiva (avatrombopag maleate tablets), which was launched in China in March 2025 and is indicated for thrombocytopenia in adults with chronic liver disease and immune thrombocytopenic purpura, generated $0.1 million in sales for the quarter ended September 30, 2026, compared to $1.2 million for the same period in 2025. Contiva and Etorel product revenues were slightly lower due to the implementation of China’s national centralized procurement program.

Financial Results

Cash Position

As of September 30, 2026, Gyre held $41.6 million in cash and cash equivalents, $15.8 million in short-term bank deposits, $ 12.6 million in short-term investment, and $28.8 million in long-term certificates of deposit, totaling $98.8 million. Compared to $116.1 million as of December 31, 2025, total cash decreased by $17.3 million, or 15%, primarily driven by a decrease in short-term investment of $15.5 million.

Financial Results for the Three Months Ended September 30, 2026

· Revenues: Revenues for the three months ended September 30, 2026 were $32.9 million, compared to $32.7 million for the same period in 2025, representing a $0.2 million, or 1%, increase. Gyre Pharmaceuticals revenue increased during the period, primarily driven by higher ETUARY sales volumes resulting from ETUARY focused marketing efforts, despite lower Contiva and Etorel product revenues earned following the implementation of China's national centralized procurement program. The increase was offset by a net $1.6 million decrease in collaboration revenue primarily driven by the Collaboration, Option, and License Agreement with Astellas Pharma Inc. (the “Astellas Agreement”) which ended in March 2026.
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· Cost of Revenues: For the three months ended September 30, 2026, cost of revenues was $1.9 million, compared to $1.6 million for the same period in 2025. The $0.3 million, or 20% increase, was primarily driven by a $0.5 million increase in production costs associated with Etorel products, partially offset by a $0.1 million decrease in production costs for ETUARY, and a $0.1 million decrease in tax and related surcharges.

· Selling and Marketing Expense: For the three months ended September 30, 2026, selling and marketing expense was $15.0 million compared to $15.3 million for the same period in 2025. The $0.3 million, or 2%, decrease was primarily attributable to a $1.1 million reduction in promotional and conference expenses, as certain promotional objectives were achieved during the first half of 2026, resulting in lower spending during the third quarter. This decrease was partially offset by a $0.4 million increase in personnel-related costs, primarily due to increased sales commissions resulting from higher sales volumes, and a $0.3 million increase in stock-based compensation expenses.

· Research and Development Expense: For the three months ended September 30, 2026, research and development expense was $8.5 million, compared to $7.8 million for the same period in 2025. The $0.7 million, or 9%, increase was primarily related to a $0.4 million increase in external clinical research expenses, mainly attributable to the F351 Phase 3C experimental review expense in connection with the China NMPA’s review of Gyre Pharmaceuticals’ NDA for F351, and a $0.5 million increase in facilities, depreciation and other expenses. The increase was partially offset by a $0.2 million decrease in pre-clinical research expenses, utilities, materials, and personnel-related expenses.

· General and Administrative Expense: For the three months ended September 30, 2026, general and administrative expense was $8.9 million, compared to $6.4 million for the same period in 2025. The $2.5 million, or 39%, increase was primarily driven by a $0.9 million increase in personnel costs related to Gyre Pharmaceuticals’ internal restructuring, a $1.1 million increase in professional fees, a $0.2 million increase in miscellaneous expenses, and a $0.3 million increase in depreciation and amortization. The increase is partially offset by a $0.1 million decrease in stock-based compensation expenses.

· Transaction Costs: For the three months ended September 30, 2026, $0.1 million in transaction costs were incurred in connection with the acquisition of Cullgen which closed in early May 2026.

· (Loss) Income from Operations: For the three months ended September 30, 2026, loss from operations was $1.5 million, compared to income from operations of $1.5 million for the same period in 2025. The $3.0 million change was primarily driven by an increase in total operating expenses including increased stock-based compensation, and Phase 3C and other clinical trial and pre-clinical activities.
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· Net (Loss) Income: For the three months ended September 30, 2026, net loss was $2.5 million, compared to net income of $1.9 million for the same period in 2025. The $4.4 million increase in net loss was primarily driven by an increase in operating expenses of $3.2 million, and other expenses of $1.2 million.

Financial Results for the Nine Months Ended September 30, 2026

· Revenues: Revenues for the nine months ended September 30, 2026, were $86.5 million, compared to $93.0 million for the same period in 2025, resulting in a $6.5 million decrease. Revenue from Gyre Pharmaceuticals increased by net $4.7 million during the period, primarily driven by higher ETUARY sales volumes resulting from ETUARY-focused marketing efforts, despite lower Contiva and Etorel product revenues following the implementation of China's national centralized procurement program. The increase in revenue from Gyre Pharmaceuticals was offset by a net $11.2 million decrease primarily driven by the collaboration revenue under the Astellas Agreement which ended in March 2026.

· Cost of Revenues: For the nine months ended September 30, 2026, cost of revenues was $5.4 million, compared to $3.7 million for the same period in 2025. The $1.7 million increase was primarily driven by higher Etorel product costs.

· Selling and Marketing Expense: For the nine months ended September 30, 2026, selling and marketing expense was $43.0 million, compared to $41.4 million for the same period in 2025. The $1.6 million increase was primarily attributable to a $1.9 million increase in stock-based compensation expense, partially offset by a $0.3 million decrease in promotional and conference and other expenses.

· Research and Development Expense: For the nine months ended September 30, 2026, research and development expense including related parties was $39.1 million, compared to $24.2 million for the same period in 2025. The increase was primarily related to a $9.3 million increase in external clinical research expenses, mainly attributable to the F351 Phase 3C experimental review expense in connection with the China NMPA’s review of Gyre Pharmaceuticals’ NDA for F351; a $4.8 million increase for the milestone payment Gyre Pharmaceuticals owed to an affiliate of GNI Group related to China's NMPA acceptance of the NDA for F351 as a treatment for CHB-induced liver fibrosis; a $0.4 million increase in pre-clinical expenses; a $0.4 million increase in materials and utilities expenses; and a $0.2 million increase in personnel-related expenses including stock-based compensation expenses. The increase was partially offset by a $0.2 million decrease in facilities, depreciation and other expenses.
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· General and Administrative Expense: For the nine months ended September 30, 2026, general and administrative expense was $27.0 million, compared to $21.9 million for the same period in 2025. The $5.0 million increase was primarily driven by a $3.6 million increase in personnel costs related to Gyre Pharmaceuticals’ internal restructuring and Gyre’s severance expense associated with the acquisition of Cullgen, a $1.1 million increase in miscellaneous expenses, a $0.5 million increase in stock-based compensation expenses, and $0.3 million increase in depreciation expenses, partially offset by a $0.4 million decrease in professional fees.

· Transaction Costs: For the nine months ended September 30, 2026, $3.8 million in transaction costs were incurred in connection with the termination of proposed merger between Cullgen and Pulmatrix, Inc. in February 2026 and $3.1 million in transaction costs were incurred related to the acquisition of Cullgen, which closed in early May 2026, totaling $6.9 million.

· (Loss) Income from Operations: For the nine months ended September 30, 2026, loss from operations was $34.9 million, compared to $1.8 million income from operations for the same period in 2025. The $36.7 million decrease was primarily driven by an increase in total operating expense including transaction costs, increased stock-based compensation, and Phase 3C and other clinical trial and pre-clinical activities.

· Net (Loss) Income: For the nine months ended September 30, 2026, net loss was $35.3 million, compared to $4.6 million net income for the same period in 2025. The $40.0 million increase in net loss was primarily driven by an increase in operating expenses of $30.1 million, an increase in other expenses of $1.1 million, and a decrease in revenue of $6.5 million, a decrease in fair value of warrant liabilities of $2.5 million, partially offset by a decrease in income tax expense of $1.0 million.

Use of Non-GAAP Financial Measures by Gyre Therapeutics, Inc.

Gyre reports financial results in accordance with accounting principles generally accepted in the United States (GAAP). This release presents the financial measure “adjusted net income,” which is not calculated in accordance with GAAP. The most directly comparable GAAP measure for this non-GAAP financial measure is “net income.” Adjusted net income presents Gyre’s results of operations after excluding gain from change in fair value of warrants, stock-based compensation, provision for income taxes, transaction costs and loss on disposal of assets, net. This is meant to supplement, and not substitute, Gyre’s financial information presented in accordance with GAAP. Adjusted net income as defined by Gyre may not be comparable to similar non-GAAP measures presented by other companies. Management believes that presenting adjusted net income provides investors with additional useful information in evaluating Gyre’s performance and valuation. See the reconciliation of adjusted net income to net income in the section titled “Reconciliation of GAAP to Non-GAAP Financial Measures” below.
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About F351

F351 is Gyre’s lead development candidate for the treatment of liver fibrosis that is being developed for two different indications. It is a structurally modified derivative of pirfenidone designed to optimize metabolic properties while targeting the TGF-β1 signaling pathway, a key mediator of fibrogenesis. Gyre is developing F351 for two primary indications: CHB-associated liver fibrosis in the PRC and MASH-associated liver fibrosis for global markets.

Gyre has completed a Phase 1 U.S. clinical trial in healthy volunteers evaluating F351’s safety, tolerability, and pharmacokinetics (PK). Gyre is further analyzing Phase 3 study results generated in China, together with new pre-clinical results to determine an optimal regulatory path for global Phase 2 studies in MASH fibrosis.

About Gyre Pharmaceuticals

Gyre Pharmaceuticals Co., Ltd., a subsidiary of Gyre Therapeutics, Inc., is a commercial-stage biopharmaceutical company committed to the research, development, manufacturing, and commercialization of innovative drugs for organ fibrosis. Its flagship product, ETUARY™ (pirfenidone capsule), was the first approved treatment in 2011 for idiopathic pulmonary fibrosis (IPF) in the PRC. Gyre Pharmaceuticals' pipeline includes F351 (hydronidone), a structural analogue of pirfenidone, which has received Breakthrough Therapy designation by the CDE of the NMPA in March 2021 and is currently under review by the NMPA for a New Drug Application (NDA) for the treatment of CHB-induced liver fibrosis, which is liver damage resulting from the infection of the hepatitis B virus (HBV). Gyre Pharmaceuticals is leveraging the pirfenidone-platform to develop treatments for pneumoconiosis and RILI with or without immune-related pneumonitis. Our expertise in pirfenidone compounds has allowed us to expand development programs with F528 for the treatment of chronic obstructive pulmonary disease (COPD), F230 in development for the treatment of pulmonary arterial hypertension (PAH), and F573 in development for the treatment of acute/acute-on-chronic liver failure (ALF/ACLF). As of September 30, 2026, Gyre Therapeutics owns a 69.7% equity interest in Gyre Pharmaceuticals.

About Gyre Therapeutics

Gyre Therapeutics is a U.S. biopharmaceutical company with research operations and commercial business in China, focused on generating cashflows with marketed therapeutics for fibrosis and leveraging capital efficiencies to advance the pipeline of next-generation protein degrader therapeutics for global markets.

Gyre’s wholly owned subsidiary, Cullgen Inc., is a clinical-stage biopharmaceutical company focused on the discovery and development of targeted protein degrader and DAC therapies for critical conditions, including cancer and inflammatory diseases. Cullgen has created a portfolio of highly selective targeted protein degrader and DAC product candidates designed to eliminate therapeutically relevant proteins in patients.
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Forward-Looking Statements

This press release contains “forward-looking statements” within the meaning of the “safe harbor” provisions of the Private Securities Litigation Reform Act of 1995, which statements are subject to substantial risks and uncertainties and are based on estimates and assumptions. All statements, other than statements of historical facts included in this press release, are forward-looking statements, including statements concerning: the development and commercial potential and potential benefits of F351 and Gyre's other product candidates; the timing and progression of commercial approval of F351; and the timing of the NMPA's decision on Gyre’s NDA, and, if the NDA is approved, the anticipated commercial launch of F351; the regulatory path for, and time of, any global Phase 2 clinical trials of F351; initiation of Phase 2 clinical trial of CG001419; the timing of Phase 1 dose-escalation data for CG009301; and the timing of IND applications for CG923308 and CG620953. In some cases, you can identify forward-looking statements by terms such as “may,” “might,” “will,” “objective,” “intend,” “should,” “could,” “can,” “would,” “expect,” “believe,” “design,” “estimate,” “predict,” “potential,” “plan,” “anticipate,” “continue” or the negative of these terms, and similar expressions intended to identify forward-looking statements. These statements reflect our plans, estimates, and expectations, as of the date of this press release. These statements involve known and unknown risks, uncertainties and other factors that could cause our actual results to differ materially from the forward-looking statements expressed or implied in this press release. Actual results and the timing of events could differ materially from those anticipated in such forward-looking statements as a result of these risks and uncertainties, which include, without limitation: unexpected costs, charges or expenses resulting from Gyre's acquisition of Cullgen; potential adverse reactions or changes to business relationships resulting from the announcement or completion of the acquisition; the risk that the combined company may not be able to successfully integrate the businesses and realize the expected benefits of the acquisition in a timely manner or at all; the uncertainties associated with Gyre’s and Cullgen’s product candidates, as well as risks associated with the clinical development and regulatory approval of product candidates, including potential delays in the commencement, enrollment and completion of clinical trials; risks related to the inability of the combined entity to obtain sufficient additional capital to continue to advance these product candidates and its pre-clinical programs; uncertainties in obtaining successful clinical results for product candidates and unexpected costs that may result therefrom; risks related to the failure to realize any value from product candidates and pre-clinical programs being developed and anticipated to be developed in light of inherent risks and difficulties involved in successfully bringing product candidates to market; risks associated with the possible failure to realize certain anticipated benefits of the acquisition, including with respect to future financial and operating results. Additional risks and factors are identified under “Risk Factors” in Gyre’s Annual Report on Form 10-K for the year ended December 31, 2025, filed on March 13, 2026, and in other filings with the Securities and Exchange Commission.

Gyre expressly disclaims any obligation to update any forward-looking statements, whether as a result of new information, future events or otherwise, except as required by law.
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Contact:

Gyre Therapeutics, Inc.

Thomas Eastling, CFO

ir@gyretx.com

Investors

Sudan Loganathan

Vice President, Investor Relations & Corporate Finance Strategy sudan.loganathan@gyretx.com
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Gyre Therapeutics, Inc.

Unaudited Condensed Consolidated Statements of Operations
(In thousands, except share and per share amounts)

	
	
	
	Three Months Ended September 30,
	
	
	Nine Months Ended September 30,
	

	
	
	
	2026
	
	
	
	2025
	
	
	
	2026
	
	
	
	2025
	
	

	
	
	
	
	
	
	
	(As Recast)
	
	
	
	
	
	
	
	(As Recast)
	
	

	
	Revenues
	$
	32,934
	
	$
	32,694
	
	$
	86,469
	
	$
	92,999
	
	

	
	Operating expenses:
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Cost of revenues
	
	1,947
	
	
	
	1,628
	
	
	
	5,383
	
	
	
	3,673
	
	

	
	Selling and marketing
	
	15,028
	
	
	
	15,328
	
	
	
	42,918
	
	
	
	41,363
	
	

	
	Research and development
	
	8,484
	
	
	
	7,797
	
	
	
	34,265
	
	
	
	24,239
	
	

	
	Research and development-related parties
	
	24
	
	
	
	—
	
	
	4,860
	
	
	
	—
	

	
	General and administrative
	
	8,921
	
	
	
	6,447
	
	
	
	26,964
	
	
	
	21,928
	
	

	
	Transaction costs
	
	50
	
	
	
	—
	
	
	6,936
	
	
	
	—
	

	
	Total operating expenses
	
	34,454
	
	
	
	31,200
	
	
	
	121,326
	
	
	
	91,203
	
	

	
	(Loss) income from operations
	
	(1,520)
	
	
	1,494
	
	
	
	(34,857)
	
	
	1,796
	
	

	
	Other (loss) income, net:
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Interest income
	
	588
	
	
	
	954
	
	
	
	2,071
	
	
	
	2,751
	
	

	
	Change in fair value of warrant liability
	
	(315)
	
	
	(23)
	
	
	(95)
	
	
	2,444
	
	

	
	Other (expense) income, net
	
	(498)
	
	
	95
	
	
	
	(1,328)
	
	
	(206)
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	(Loss) income before income taxes
	
	(1,745)
	
	
	2,520
	
	
	
	(34,209)
	
	
	6,785
	
	

	
	Provision for income taxes
	
	(733)
	
	
	(593)
	
	
	(1,118)
	
	
	(2,156)
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Net (loss) income
	
	(2,478)
	
	
	1,927
	
	
	
	(35,327)
	
	
	4,629
	
	

	
	Accretion of Cullgen redeemable convertible preferred stock
	
	—
	
	
	(2,707)
	
	
	(3,905)
	
	
	(7,927)
	

	
	Net income (loss) attributable to noncontrolling interest
	
	1,575
	
	
	
	(1,805)
	
	
	(10,370)
	
	
	(4,449)
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Net (loss) income attributable to common stockholders
	$
	(4,053)
	$
	1,025
	
	$
	(28,862)
	$
	1,151
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Net (loss) income per share attributable to common
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	stockholders:
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Basic
	$
	(0.04)
	$
	0.01
	
	$
	(0.29)
	$
	0.01
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Diluted
	$
	(0.04)
	$
	0.01
	
	$
	(0.29)
	$
	(0.01)
	

	
	Weighted average shares used in calculating net income per
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	share attributable to common stockholders:
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Basic
	
	106,302,559
	
	
	
	90,850,040
	
	
	
	99,473,991
	
	
	
	88,812,863
	
	

	
	Diluted
	
	106,302,559
	
	
	
	103,955,878
	
	
	
	99,473,991
	
	
	
	88,913,503
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Gyre Therapeutics, Inc.

Unaudited Condensed Consolidated Balance Sheets
(In thousands, except share and per share amounts)

	
	
	
	September 30, 2026
	December 31, 2025

	
	
	
	(Unaudited)
	
	
	(As Recast)
	

	
	Assets
	
	
	
	
	
	

	
	Current assets:
	
	
	
	
	
	

	
	Cash and cash equivalents
	$
	41,643
	
	$
	49,192
	

	
	Short-term bank deposits
	
	15,772
	
	
	15,355
	

	
	Short-term investment
	
	12,629
	
	
	28,085
	

	
	Notes receivable
	
	793
	
	
	5,638
	

	
	Accounts receivables, net
	
	32,663
	
	
	31,078
	

	
	Other receivables from GNI
	
	263
	
	
	230
	

	
	Inventories
	
	12,219
	
	
	10,171
	

	
	Prepaid assets and other current assets
	
	7,419
	
	
	9,613
	

	
	Total current assets
	
	123,401
	
	
	149,362
	

	
	Property and equipment, net
	
	27,011
	
	
	27,549
	

	
	Intangible assets, net
	
	4,404
	
	
	4,727
	

	
	Long-term prepayments
	
	741
	
	
	112
	

	
	Deferred tax assets
	
	10,130
	
	
	6,873
	

	
	Long-term certificates of deposit
	
	28,775
	
	
	23,516
	

	
	Other assets, noncurrent
	
	6,789
	
	
	7,624
	

	
	Total assets
	$
	201,251
	
	$
	219,763
	

	
	
	
	
	
	
	
	

	
	Liabilities and stockholders' equity
	
	
	
	
	
	

	
	Current liabilities:
	
	
	
	
	
	

	
	Accounts payable
	$
	2,636
	
	$
	1,335
	

	
	Due to related parties
	
	4,933
	
	
	227
	

	
	Accrued expenses and other current liabilities
	
	17,044
	
	
	18,161
	

	
	Income tax payable
	
	2,830
	
	
	2,940
	

	
	Operating lease liabilities, current
	
	1,143
	
	
	1,119
	

	
	Total current liabilities
	
	28,586
	
	
	23,782
	

	
	Operating lease liabilities, noncurrent
	
	1,867
	
	
	2,303
	

	
	Deferred government grants
	
	1,555
	
	
	852
	

	
	Warrant liability, noncurrent
	
	3,056
	
	
	2,961
	

	
	Other noncurrent liabilities
	
	119
	
	
	1,506
	

	
	Total liabilities
	
	35,183
	
	
	31,404
	

	
	Commitments and Contingencies
	
	
	
	
	
	

	
	Series B preferred stock, $0.001 par value, 5,000,000 shares authorized; 3,552,427 shares and zero shares issued
	
	
	
	
	
	

	
	and outstanding at September 30, 2026 and December 31, 2025, respectively
	
	21,551
	
	
	—

	
	Redeemable convertible preferred stock, $0.001 par value, 5,000,000 shares authorized; zero shares and 2,601,826
	
	
	
	
	
	

	shares issued and outstanding at September 30, 2026 and December 31, 2025, respectively
	
	—
	
	15,784
	

	
	Redeemable noncontrolling interests — Cullgen redeemable convertible preferred stock
	
	—
	
	113,030
	

	
	Stockholders’ equity:
	
	
	
	
	
	

	
	Common stock, $0.001 par value, 400,000,000 shares authorized; 107,068,625 shares and 91,314,007 shares
	
	
	
	
	
	

	
	issued and outstanding at September 30, 2026 and December 31, 2025, respectively
	
	107
	
	
	91
	

	
	Additional paid-in capital
	
	243,489
	
	
	172,819
	

	
	Statutory reserve
	
	3,648
	
	
	3,098
	

	
	Accumulated deficit
	
	(142,015)
	
	(112,603)

	
	Accumulated other comprehensive income (loss)
	
	2,725
	
	
	(908)

	
	Total Gyre stockholders’ equity
	
	107,954
	
	
	62,497
	

	
	Noncontrolling interest
	
	36,563
	
	
	(2,952)

	
	Total equity
	
	144,517
	
	
	59,545
	

	
	Total liabilities, Series B preferred stock, redeemable convertible preferred stock, and stockholders’ equity
	$
	201,251
	
	$
	219,763
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Gyre Therapeutics, Inc.

Unaudited Reconciliation of GAAP to Non-GAAP Financial Measures
(In thousands)

	
	Three Months Ended September 30,
	
	
	
	Nine Months Ended September 30,

	
	
	
	
	2025
	
	
	
	
	
	
	2025
	

	
	2026
	
	
	
	(As Recast)
	
	
	
	2026
	
	
	(As Recast)

	Net (loss) income
	$
	(2,478)
	
	
	$
	1,927
	
	$
	(35,327)
	
	$
	4,629
	

	Gain (Loss) from change in fair value of warrant liability (1)
	
	315
	
	
	
	23
	
	
	95
	
	
	(2,444)

	Stock-based compensation
	
	1,734
	
	
	
	1,334
	
	
	6,392
	
	
	3,277
	

	Provision for income taxes
	
	733
	
	
	
	593
	
	
	1,118
	
	
	2,156
	

	Transaction costs (2)
	
	50
	
	
	
	—
	
	
	6,936
	
	
	—

	Loss on disposal of assets, net (3)
	
	—
	
	
	1
	
	
	18
	
	
	2
	

	Non-GAAP adjusted net (loss) income
	$
	354
	
	
	$
	3,878
	
	$
	(20,768)
	
	$
	7,620
	


[image: ]
(1) Reflects adjustments for fair value of warrants based on the Black-Scholes option pricing model.

(2) Reflects non-recurring expenses related to the transaction costs related to the merger with Cullgen Inc. and the proposed merger transaction between Cullgen Inc. and Pulmatrix, Inc. that was terminated in February 2026.
(3) Reflects non-recurring losses from the disposal of assets that are not part of the Company’s ongoing operations.
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Forward-looking Statements

This presentation contains “forward-looking statements” within the meaning of the federal securities laws, including Section 27A of the United States Securities Act of 1933, as amended, and Section 21E of the Securities Exchange
Act of 1934, as amended, regarding the current plans, expectations and strategies of Gyre Therapeutics, Inc. and its subsidiaries (“Gyre”), which statements are subject to substantial risks and uncertainties and are based on
management's estimates and sssumptions. All statements, other than statements of historical facts included in this presentation, are forward-looking statements, including Gyre's ability to leverage China operations for discovery,
validation and development of therapeutics, clinical development plans, anticipated timelines and milestones of Gyre's degrader antibody-conjugate platform, CG923308, CG620953, CG009301, CG001419, F351 and ETUARY™,
including the geographic location and timing of anticipated regulatory submissions and approvals, and the potential therapeutic benefits, efficacy, safety and differentiation of such product candidates, and market size and
commercial opportunity estimates, Gyre's plans, objectives, goals, strategies, future events, or intentions relating to Gyre’s products and markets, the safety, efficacy and clinical benefits of Gyre’s product candidates, the
anticipated timing and design of any planned and ongoing preclinical studies and clinical trials, Gyre’s research and development efforts, plans and objectives of management for future operations and future results of anticipated
product development efforts, potential addressable market size and Gyre's liquidity and capital resources and business trends. In some cases, you can identify forward-looking statements by terms such as “believe,” “can
“could,” “anticipate”, “design,” “estimate,” “expect,” “forecast,” “intend,” “may,” “might,” “plan,” “target”, “seek”, “goal", “assume", “milestones”, “potential,” “predict,” “objective,” “should,” “strategy,” “will," “would,
“forthcoming,” or the negative of these terms, and similar expressions that are predictions of or indicate future events and future trends. These forward-looking statements may include express or implied statements relating to: the
estimated future financial performance and financial position of Gyre; the therapeutic potential and utiliy, efficacy and clinical benefits of the product candidates of Gyre; the risk/benefit profile of Gyre’s product candidates;
expectations regarding Gyre’s research and development efforts, including geographic location and timing of initiation of clinical trials for Gyre’s product candidates; Gyre’s expectations regarding the advancement of product
candidates into IND-enabling studies; and Gyre's expectations, hopes, beliefs, intentions and strategies; and other statements that are not historical fact. These statements involve known and unknown risks, uncertainties and
other factors that could cause Gyre's actual results to differ materially from the forward-looking statements expressed or implied in this presentation, in addition to those risks and uncertainties, such as the uncertainties inherent
in the clinical drug development process, the regulatory approval process, the timing of any regulatory filings, the potential for substantial delays, the risk that earlier study results may not be predictive of future study results,
manufacturing risks, competition from other therapies or products and the impacts of current macroeconomic and geopoliticalrisks. A discussion of these and other factors, is set forth in Gyre’s Annual Report on Form 10-K for the
year ended December 31, 2025 filed with the Securities and Exchange Commission (the “SEC”) on March 13, 2026 and elsewhere in such other filings and in Gyre’s periodic reports and subsequent disclosure documents filed with
the SEC. Gyre cannot assure you that it will realize the results, benefits or developments that it expects or anticipates or, even if substantially realized, that they will result in the consequences or affect Gyre o its business in the
way expected. Forward-looking statements are not historical facts and reflect management’s current views with respect to future events. Given the significant uncertainties, you should evaluate all forward-looking statements in
the context of these risks and uncertainties and not place undue reliance on these forward-looking statements as predictions of future events. All forward-looking statements i this presentation apply only as of the date made and
are expressly qualified in their entirety by the cautionary statements included in this presentation. Gyre has no intention to publicly update or revise any forward-looking statements to reflect subsequent events or circumstances,
except as required by law.

Certain information contained in this presentation and statements made orally during this presentation relate to or is based on studies, publications, surveys and other data obtained from third-party sources and Gyre’s own
internal estimates and research. While Gyre believes these third-party studies, publications, surveys and other data to be reliable as of the date of this presentation, it has not independently verified, and makes no
representation as to the adequacy, faimess, accuracy or completeness of, any information obtained from third-party sources. In addition, no independent sources have evaluated the reasonableness or accuracy of Gyre's
internal estimates or research, and no reliance should be made on any information or statements made in this presentation relating to or based on such internal estimates and research. This presentation contains
trademarks, trade names and service marks of other companies which are the property of their respective owners. This presentation concerns a discussion of investigational drugs that are under prectinical and/or clinical
investigation, and which have not yet been approved for marketing by the U.S. Food and Drug Administration. They are currently limited by Federal Law to investigational use, and no representations are made as to their safety
or effectiveness for the purposes for which they are being investigated
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Gyre Is A Global Development Engine Fueled by its China Discovery and
Commercialization Platform

Value Drivers

Growth Opportunities

i)

Established
Innovation Engine

@ Global Infrastructure

&5 Commercial Footprint
PN 2

Details

Diversified R&D programs spanning across multiple indications
Both early- and late-stage pipeline assets provide near- and long-term catalysts

Supports next-generation TPD and DAC platform development
Fully-integrated R&D capabilities

Leveraging cost-efficient China operations for accelerated discovery, preclinical
validation, and early clinical-stage development

ETUARY™ has been the market-leading pirfenidone brand in China for treatment of
idiopathic pulmonary fibrosis (IPF)
F351 adds a near-term revenue growth catalyst for the China commercial portfolio

Key Features

Degrader platform for the
development of TPDs & DACs

Dual degraders for oncology/I&I
DACs in pre-IND studies

San Diego: Headquarters
Shanghai: Discovery
Beijing: Manufacturing & Sales

ETUARY™ FY26 Total Revenue
Guidance $100.5M-$111M
F351 potential launch in 1H27

+TPDs = targeted protein degraders; DACs = degrader antibody conjugates.
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Gyre’s Flexible, Capital-Efficient Global Development Strategy

China Revenue Builds &
De-Risks the Early Pipeline

U.S. Capital Advances
Priority Assets Globally

(;,\ Gyre

) THERAPEUTICS

Cash-flow Generation: Established commercial operations in China to
help offset cash burn.

Reinvestment to R&D Engine: China-generated cash funds preclinical
development quickly, at scale, and cost-efficiently, leveraging Gyre’s
already-established China infrastructure.

Translational De-risking: Conduct broader preclinical and translational
studies to select strongest candidates and build IND-enabling packages.

Focused Capital Allocation: U.S.-raised capital invests into the highest-
priority U.S. and global clinical programs.

Flexible Clinical Routing: Initiate studies in the U.S., China or both based
on the most efficient development path.

Pivotal Development and Launch: Advance selected assets through U.S.
and global clinical studies, pivotal trials, regulatory approvals and launch.
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A Modular Degrader Platform: From Discovery to Clinic

Ubiquitin Proteasome System (UPS) - Our Engine for Targeted Protein Degradation
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Targeted protein Degrader brings E3 ligase and Ubiquitylation (tagging) Disease 4 % 4<_4— Degraded protein
degrader molecule (drug) disease-causing protein together Protein for degradation -5

Disease-causing protein is
degraded by the proteasome

A q : s .
Gyre’s Proprietary Targeted Protein Degraders’ Enables: Our expertise also translates wellinto

* Drugging ‘undruggable’ disease-causing proteins implementing TPD technology

* Catalytic high potency in combination with Antibody-

* High target selectivity drug conjugates (ADCs) to make next-
« Overcome drug resistance gen ADCs, called Degrader Antibody

* Sustained target depletion Conjugatesi(DACS):

One Platform. Multiple Degraders. Built for Broad Impact Across Oncology and Immunology.
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CDK2/CyclinE TYK2 / JAKT TRK GSPTH bAC Fibrosis

Pan-TRK Degrader: Potential First-in-Class, Non-Opioid Therapeutic Degrader for Cancer-Induced Bone
Pain
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CG009301: Targeting GSPT1 for AML and Solid Tumor Cancers
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Leveraging Expertise in TPDs and China ADC Platform to Develop Degrader-Antibody Conjugates

(DACs)

Gyre’s DAC Mechanism of Action & Benefits Gyre’s DAC Platform for Multiple Cancer Types
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Gyre’s Degrader Molecule 1-DAC Demonstrates Durable Prostate Tumor Growth Inhibition

* Prostate cancer causes 35,000 - A. Prostate cancer CDX model
36,500 deaths each year and is the
second-leading cause of cancer

death in American men.!'!

* Degrader 1 targets epigenetic factors
that are frequently mutated across
human malignancies and drive
oncogenic signaling, including AR-
mediated transcription in prostate
cancer.

o vende
4 mADTDAC, | mpkw
& MABLDAC, 3 mpkivigd

1000,

Tumor volume (mm?)

« Prior developments targeting the
epigenetic factors for prostate cancer
has been limited by the toxicity.

11) American Cancer Society estimates a of August 2026

Tumor volume (mm’

B. Enzalutamide-resistant CRPC PDX model

C.Non-human primate pilot toxicity

1300 5
1500 54
5
120 2
e~ Venicle £ 3
e & mAbt-dograder  OAC, 0k S oAbt dograder 1 DAG, ok
P - mAbzdograder 1DAC, 10mgkg E 2 & mabdegrader 1 DAC, 10 mpk
>
- D L. sngecoss
a
0 o
R 0 s 0 15
A Days post administration

Days after treatment initiation

D. Degrader Molecule 1-Targeting DACs Demonstrate Demonstrates TAA-Dependent Cell Killing Activity When Conjugated to Additional Antibodies

mAb3-Degrader 1 DAC

mAb1-Degrader 1 DAC

B Degrader 1 B
ras-

z mAb1010AC z

H . H

2 $

3 3

3 8

10 1001 100 100 100 107
Compounds (M)

106

100 10 10 100
Compounds (M)

Gyre

(&)
HERAPEUTICS

) 1

10¢

mAb5-Degrader 1 DAC

masao1oac | 2 mAbS-D1 DAC
H

- 3 o
g

mab3.D1DAC  [TAAS* mAbS-D1 DAC
2
3

107 10%

10 1011 100 100
Compounds (M)

104 107 10%

ranse

18





image85.png
coka/ptne e/ T aser

Gyre’s Degrader Molecule 2-DAC Demonstrate Broad Efficacy Across Diverse Tumor Types
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ETUARY™: The Commercial Anchor of Our Fibrosis Franchise Since 2011

A Durable Revenue Base that Funds Innovation and Supports Our Next-generation Degrader / DAC Platform

o Established Leadership °

ETUARY™ has anchored our IPF franchise in China
through consistent execution and broad physician
reach, supported by 370 commercial personnel
across 3,000+ hospitals and pharmacies.

Durable Market Position
ETUARY™ was approved by Chinas National Medical
Products Administration (NMPA) in 2011 before
Esbriet approval by US FDA. GYRE Pharmaceuticals
has maintained market leadership positions in China
since then, which demonstrated GYRE’s capability to
manage the drug life cycle.

0 Funds the Innovation Pipeline
ETUARY™s recurring commercial revenue supports
our next-generation degrader / DAC platform without
dilution dependence.

— o ETUARY™ (Pirfenidone) 1) =@ o Etorel™ - Launched in 2025  =——@=—p o F351 (Hydronidone)
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China’s Leading Pirfenidone Brand
For the Treatment of IPF

A One-stop Shop for
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fibrosis toolkit alongside ETUARY™.
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New Drug Application (NDA) accepted for
priority review by NMPA in May 2026.

1. ETUARY market position based on IQVIA CHPA data fo irfenidone in China [2014-2026]:egal review required. Financial data inclusiv of po forma data pior to GNI Group and Catalyst Biosciences business combination. 2017 sales n audited China GAAP; 2025 in audted U.S. GAAP.
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F351 Phase 3 Results in CHB-associated Liver Fibrosis Supports Regulatory Filing

F351 poised to be the next-generation of fibro apy

Breakthrough Therapy Designation

Priority Review of NDA NDA accepted by NMPA in May 2026
(China NMPA, 2021, 2026) =

Primary Endpoint Met with Key Secondary Endpoint
High Statistical Significance Reduction in Liver Inflammation
21-stage fibrosis regression at 21-grade inflammation improvement
Week 52: without fibrosis progression at Week 52:
* F351:52.85% (n=123) vs. * F351:49.57% (n=123) vs.
* Placebo: 29.84% (n=124) * Placebo: 34.82% (n=124)
¢ Delta: 23.01% * Delta: 14.75%
* p=0.0002 (ITT" analysis with central * p=0.0246

blinded pathology review) * Reinforces anti-inflammatory activity

* Consistent with fibrosis regression
rates observed in Phase 2
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GYreTHERAPEUTICS

Lead TPD Assets
* Opportunities in cancer and autoimmune diseases with dual degraders

* TPD portfolio highly validated for large unmet need indications

TPD / DAC R&D Engine
* Multiple shots on goal
* DACs paint a promising picture as the next-gen to ADCs / TPDs alone

Global Exposure
* Lean operations to de-risk assets
* U.S. headquarters and integrated U.S. and China R&D operations

Revenues to Support Operations

+ ETUARY™ and anticipated F351 sales in China expected to cover operation expenses to
support early-stage R&D and proof-of-concepts studies
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